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DETAILED ACTION 

Claims 1 , 2 and 4-10 are pending in this application and were examined on their 

merits. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Objections 

Claim 4 is objected to because of the following informalities: Claims 4 seems to 
be dependent upon cancelled Claim 3 . Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The rejection of 1, 2 and 4-10 under 35 U.S.C. 112, 1 st paragraph as not being 
enabled for the full scope of the claims has been withdrawn due to the Applicant's 
amendment to the claims filed 09/28/06. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. • 

Claim 8 is newly rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 8 recites the limitation "the intermediate" in 
line 1 of the claim. There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

Claims 1 , 4 and 6-8 remain rejected under 35 U.S.C. 102(b) as being anticipated 
by Kovacs-Hadady etai (1998). 

This rejection is maintained for reasons of record set forth in the paper Action 
mailed 05/19/06, repeated below (slightly altered to take into consideration Applicant's 
amendment to the Claims). 

Kovacs-Hadady etai teaches a cell-free system for determining the presence of 
the preservative/antimicrobial Benzalkonium Chloride (BC), wherein the probe Eosin-Y 
(a dye molecule) is used to detect the presence of BC based on absorbance readings 
from a light spectroscope to detect the ionic complex formed by the cationic BC and 
Eosin Y (Pg. 735, Column 1, Lines 35-40 and Column 2, Lines 1-17 and Fig. 1). 
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Kovacs-Hadady et al. teaches a test vessel for performing the assay that 
includes a multi-purpose buffer solution comprising BC (Pg. 735, Column 1, Lines 1-12) 

It is inherent in the method of Kovacs-Hadady et al. that the antimicrobial 
benzalkonium chloride is effective against at least one of S. marcescens, S. aureus, P. 
aeruginosa, C. albicans and F. so/an/, the light source for the spectrophotometer emits 
light radiation which inherently includes a band of wavelengths, and the detector 
measures the absorption resulting from the formation of a complex of the BC and Eosin 
Y. Data correlating the spectral change with a reduction in the number of live microbes 
when treated with the agent and a calibration graph including data, are not parts of the 
system as claimed, constituting mental steps or calculations which do not materially 
change the system as claimed. 

Although Kovacs-Hadady did not explicitly teach a method for predicting the 
antimicrobial activity of an agent, the interaction between the BC and the eosin is 
inherently analogous to the interaction which would occur between the BC and a 
microbial cell membrane, since BC is known in the art to disrupt or destroy microbial cell 
membranes upon contact. 
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The MPEP States: T]he discovery of a previously unappreciated property of a prior art 
composition, or of a scientific explanation for the prior art's functioning, does not render the old 
composition patentably new to the discoverer." Atlas Powder Co. v. Ireco Inc., 190 F.3d 1342,1347, 51 
USPQ2d 1943, 1947 (Fed. Cir. 1999). Thus the claiming of a new use, new function or unknown property 
which is inherently present in the prior art does not necessarily make the claim patentable. In re Best, 562 
F.2d 1252, 1254, 195 USPQ 430, 433 (CCPA 1977). 

Kovacs-Hadady teaches the use of a calibration graph of absorbencies wherein 
the activity of the eosin-BC interaction can by analyzed in Fig. 1a, wherein the activity of 
the interaction between eosin-BC was plotted and adjusted for blank/control 
absorbance. 

Response to Arguments 

The Applicant's arguments filed 09/28/06 have been fully considered but they are 
not deemed to be persuasive. 

The Applicant argues that Kovacs-Hadady et al. doesn't teach, suggest or 
motivate one of ordinary skill in the art to "data correlating the spectral change with a 
reduction in the number of live microbes treated with the agent", and that the reference 
is silent with regard to any correlation between spectral changes in BC-dye complexes 
in the solution with incidence of a particular microbe when treated with BC (Remarks, 
Pg. 5, Lines 17-25). 



Application/Control Number: 10/646,595 Page 6 

Art Unit: 1657 

The Applicants arguments are not found to be persuasive for the following 
reasons, from instant Claim 1 there is no indication that any live microbes are included 
in the cell free system as described, the only components seem to be a probe molecule, 
an agent, a source of light radiation and a detector. Therefore, any "data correlating the 
spectral change with a reduction in the number of live microbes treated with the agent" 
or "...correlation between spectral changes in BC-dye complexes in the solution with 
incidence of a particular microbe when treated with BC" , would be a mental step or 
calculation on the part of the Applicant which does not materially change or affect the 
system as claimed. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 2, 4, 6-8 and 10 are newly rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kovacs-Hadady et al. (1998) in view of Park etal. (US 6,316,669 
B1). 

The teachings of Kovacs-Hadady et al. were discussed above. 
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Kovacs-Hadady et al. does not teach wherein the agent is not BC, or wherein the 
agent is polymeric. 

Park et al. teaches the use of the polymeric antimicrobial compound 
Polyhexamethylene biguanide (PHMB) (Column 1, Lines 59-66). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to modify the cell-free system for determining the presence of the 
preservative/antimicrobial Benzalkonium Chloride (BC), wherein the probe Eosin-Y (a 
dye molecule) is used to detect the presence of BC based on absorbance readings from 
a light spectroscope to detect the ionic complex formed by the cationic BC and Eosin Y 
as taught by Kovacs-Hadady et al. above with the use of the polymeric antimicrobial 
compound PHMB as taught by Park et al. because one of ordinary skill in the art would 
have recognized PHMB as a functional variation of BC. One of ordinary skill in the art 
would have been motivated to make this modification because the use of alternatives 
and functional equivalent techniques would have been desirable to those of ordinary 
skill in the art based upon the economics and availability of compounds. There would 
have been a reasonable expectation in making this substitution because both 
compounds are known antimicrobials and used as preservatives in ocular preparations. 
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Claims 1 and 4-10 are newly rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kovacs-Hadady et ai (1998) in view of Horonick et a/. (US 
3,678,151). 

The teachings of Kovacs-Hadady et ai were discussed above. 

Kovacs-Hadady et al. does not teach wherein the probe molecule is effective to 
dye Gram positive organisms or wherein the detector is a human eye. 

Horonick et ai teaches the use of Gram positive stains (such as Crystal Violet) 
for use in staining bacteria and detecting the stain with the human eye (Column 5, Lines 
3-17) and the use of Eosin Y as a biological stain (Column 3, Lines 50-53). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to modify the cell-free system for determining the presence of the 
preservative/antimicrobial Benzalkonium Chloride (BC), wherein the probe Eosin-Y (a 
dye molecule) is used to detect the presence of BC based on absorbance readings from 
a light spectroscope to detect the ionic complex formed by the cationic BC and Eosin Y 
as taught by Kovacs-Hadady et ai above with the use of other organic dye probe 
molecules such as Crystal Violet because one of ordinary skill in the art would have 
recognized that Crystal Violet is an obvious functional variation of the organic dye probe 
Eosin Y. 
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One of ordinary skill in the art would have recognized that certain organic dyes 
are capable of being visually detected when reacting with a substrate, such as the stain 
disclosed by Horonick et al. above. One of ordinary skill in the art would have been 
motivated to make this modification because the use of alternatives and functional 
equivalent techniques would have been desirable to those of ordinary skill in the art 
based upon the economics and availability of compounds. One of ordinary skill in the 
art would have been motivated to use the human eye as a means of detecting the 
interaction of Crystal Violet with the agent because the dye is known to be optically 
visible to the human eye. There would have been a reasonable expectation of success 
in making this substitution because Crystal Violet and Eosin Y are known staining 
agents in the art. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Conclusion 



No Claims are allowed. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul C. Martin whose telephone number is 571-272- 
3348. The examiner can normally be reached on M-F 8am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Paul Martin 
Examiner 
Art Unit 1657 




12/22/06 



v-/ JON WEBER 
SUPERVISORY PATENT EXAMINER 



